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bank holding companies. Unless
otherwise noted, these activities will be
conducted throughout the United States.

Each notice is available for inspection
at the Federal Reserve Bank indicated.
The notice also will be available for
inspection at the offices of the Board of
Governors. Interested persons may
express their views in writing on the
question whether the proposal complies
with the standards of section 4 of the
BHC Act.

Unless otherwise noted, comments
regarding the applications must be
received at the Reserve Bank indicated
or the offices of the Board of Governors
not later than November 9, 1998.

A. Federal Reserve Bank of Boston
(Richard Walker, Community Affairs
Officer) 600 Atlantic Avenue, Boston,
Massachusetts 02106-2204:

1. State Street Corporation, Boston,
Massachusetts; to engage de novo
through its subsidiary, State Street
Financial Markets, LLC, Boston,
Massachusetts, in underwriting and
dealing, to a limited extent, in
municipal revenue bonds, commercial
paper, 1-4 family mortgage-related
securities and consumer receivables-
related securities. See Citicorp, J.P.
Morgan & Co., Inc. and Bankers Trust
New York Corp., 73 Fed. Res. Bull. 473
(1987), aff’d sub nom., Securities
Industry Ass’n v. Board of Governors,
839 F.2d 47 (2d Cir.), cert. denied, 486
U.S. 1059 (1988); Chemical New York
Corp., The Chase Manhattan Corp.,
Bankers Trust New York Corp., Citicorp,
Manufacturers Hanover Corp. and
Security Pacific Corp., 73 Fed. Res. Bull.
731 (1987), modified by Order
Approving Modifications to the Section
20 Orders, 75 Fed. Res. Bull. 751 (1989);
in underwriting and dealing in
government obligations and money
market instruments, pursuant to §
225.28(b)(8)(i) of Regulation Y; in
securities lending activities. ABN
AMRO, 81 Fed. Res. Bull. 182 (1995);
Swiss Bank Corp., 81 Fed. Res. Bull.
185, 188 n.16 (1995); Saban, 80 Fed.
Res. Bull. 249 (1994); Saban, 78 Fed.
Res. Bull. 955 (1992); Chase Manhattan
Corp., 69 Fed. Res. Bull. 725 (1983); in
securities brokerage activities, pursuant
to § 225.28(b)(7)(i) of Regulation Y; in
riskless principal activities, pursuant to
§ 225.28(b)(7)(ii) of Regulation Y; in
financial and investment advisory
activities, pursuant to § 225.28(b)(6) of
Regulation Y; in activities related to
extending credit, pursuant to §
225.28(b)(2) of Regulation Y; in private
placement activities, pursuant to §
225.28(b)(7)(iii) of Regulation Y.

B. Federal Reserve Bank of Kansas
City (D. Michael Manies, Assistant Vice

President) 925 Grand Avenue, Kansas
City, Missouri 64198-0001:

1. BOK Financial Corporation, Tulsa,
Oklahoma; to engae de novo through its
subsidiary, BOSC, Inc., Tulsa,
Oklahoma (formerly known as Alliance
Securities, Inc.), in expanding the types
of securities it has authority to
underwrite to include Tier 2 level
underwriting and dealing authority.
This authority covers all types of debt
and equity securities, including without
limitation, sovereign debt securities,
corporate debt, debt securities
convertible into equity securities, and
securities issued by a trust or other
vehicle secured by or representing
interests in debt obligations; and
underwriting equity securities,
including without limitation, common
and preferred stock, American
Depositary Receipts, and other direct
and indirect equity ownership interests
in corporations and other entities
activities; See J.P. Morgan & Co., Inc.T1,
75 Fed. Res. Bull. 192 (1989).

Board of Governors of the Federal Reserve
System, October 20, 1998.
Robert deV. Frierson,
Associate Secretary of the Board.
[FR Doc. 98–28556 Filed 10–23–98; 8:45 am]
BILLING CODE 6210–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. 97N–0022]

Agency Information Collection
Activities; Submission for OMB
Review; Comment Request; Hearing
Aid Devices: Professional and Patient
Package Labeling and Conditions for
Sale

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that the proposed collection of
information listed below has been
submitted to the Office of Management
and Budget (OMB) for review and
clearance under the Paperwork
Reduction Act of 1995 (the PRA).
DATES: Submit written comments on the
collection of information by November
25, 1998.
ADDRESSES: Submit written comments
on the collection of information to the
Office of Information and Regulatory
Affairs, OMB, New Executive Office
Bldg., 725 17th St. NW., rm. 10235,

Washington, DC 20503, Attn: Desk
Officer for FDA.
FOR FURTHER INFORMATION CONTACT:
Margaret R. Schlosburg, Office of
Information Resources Management
(HFA–250), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301–827–1223.
SUPPLEMENTARY INFORMATION: In
compliance with section 3507 of the
PRA (44 U.S.C. 3507), FDA has
submitted the following proposed
collection of information to OMB for
review and clearance.

Hearing Aid Devices: Professional and
Patient Package Labeling and
Conditions for Sale—21 CFR 801.420
and 801.421 (OMB Control Number
0910–0171—Extension)

Under section 520(e) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 360j(e)), the Secretary of the
Department of Health and Human
Services may, under certain conditions,
require by regulation that a device be
restricted to sale, distribution, or use
only upon authorization of a licensed
practitioner or upon other prescribed
conditions. Sections 801.420 and
801.421 (21 CFR 801.420 and 801.421)
implement this authority for hearing
aids, which are restricted devices. The
regulations require that the
manufacturer or distributor provide to
the user data useful in selecting, fitting,
and checking the performance of a
hearing aid through distribution of a
user instructional brochure. The user
instructional brochure must also contain
technical data about the device,
instructions for its use, maintenance,
and care, a warning statement, a notice
about the medical evaluation
requirement, and a statement if the
hearing aid is rebuilt or used.

Hearing aid dispensers are required to
provide the prospective user, before the
sale of a hearing aid, with a copy of the
user instructional brochure for the
hearing aid model that has been, or may
be, selected for the prospective user and
to review the contents of the brochure
with the buyer. In addition, upon
request by an individual who is
considering the purchase of a hearing
aid, the dispenser is required to provide
a copy of the user instructional brochure
for that model hearing aid or the name
and address or telephone number of the
manufacturer or distributor from whom
a user instructional brochure for the
hearing aid may be obtained. Under
conditions of sale of hearing aid
devices, manufacturers or distributors
shall provide sufficient copies of the
user instructional brochure to sellers for
distribution to users and prospective
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users and provide a copy of the user
instructional brochure to any health
care professional, user, or prospective
users who requests a copy in writing.
The regulations also require that the
patient provide a written statement that
he or she has undergone a medical
evaluation within the previous 6
months before the hearing aid is
dispensed, although informed adults
may waive the medical evaluation
requirement by signing a written
statement. Finally, the regulation
requires that the dispenser retain, for 3
years, copies of all physician statements
or any waivers of medical evaluations.

The information obtained through this
collection of information is used by
FDA to ensure that hearing aids are sold
and used in a way consistent with the
public health.

The information contained in the user
instructional brochure is intended not
only for the hearing aid user but also for
the physician, audiologist, and
dispenser. The data is used by these
health care professionals to evaluate the
suitability of a hearing aid, to permit
proper fitting of it, and to facilitate
repairs. The data also permits the
comparison of the performance
characteristics of various hearing aids.
Noncompliance could result in a
substantial risk to the hearing impaired
because the physician, audiologist, or

dispenser would not have sufficient
data to match the aid to the needs of the
user.

The respondents to this collection of
information are hearing aid
manufacturers, distributors, dispensers,
health professionals, or other for profit
organizations.

In the Federal Register of June 30,
1998 (63 FR 35601), the agency
requested comments on the proposed
collection of information imposed on
hearing aid manufacturers under §§
801.420 and 801.421. FDA received one
comment from an association
representing hearing aid manufacturers.
The comment stated that FDA
underestimated the burden for
preparing a user instructional brochure
as required by § 801.420(c). The
association stated that their member
companies produced at least 18
different models of hearing aids and not
the 5 assumed by FDA. The comment
further stated that, because some models
offer different features, their companies
produced, on the average, 24 brochures
for their 18 models. Finally, the
comment stated that their member
companies required not 40 hours, but at
least 136 hours to produce a user
instructional brochure.

FDA agrees in part with the comment.
FDA agrees that the number of models
produced are more than the five
originally estimated by FDA. FDA notes,

however, that the estimates proposed by
FDA are annual burdens. Not all 18
models and 6 variations cited by the
comment are new every year. Therefore,
it is not necessary to prepare a new user
instructional brochure for each of these
every year. In addition, much of the
information in the brochure can be
transferred from one model brochure to
the brochure for the successor model.

Based on premarket notification
submissions, FDA estimates that
approximately half of the models are
significantly revised each year and
others may be revised less significantly.
FDA accepts the estimate of 136 hours
for preparing a new brochure, but
believes that an estimate of half that
time or 68 hours is more appropriate for
preparing a revised brochure.

The burden estimate for § 801.420(c)
is calculated as follows: It is estimated
that it will take 40 manufacturers 136
hours each to prepare 12 new brochures
a year, which calculates to 65,280 hours.
It is estimated that it will take those 40
manufacturers 68 hours to prepare 12
revised brochures a year, which
calculates to 32,640 hours. Therefore,
FDA estimates that it will take an
average of 102 hours to prepare 24
brochures a year, which calculates to
97,920 hours.

FDA estimates the total burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN1

21 CFR Section No. of
Respondents

Annual
Frequency per

Response

Total Annual Re-
sponses

Hours per
Response Total Hours

801.420(c) 40 24 960 102 97,920
801.421(b) 9,900 162 1,600,000 0.30 480,000
801.421(c) 9,900 5 49,700 0.17 8,449
Totals 586,369

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

21 CFR Section No. of
Recordkeepers

Annual
Frequency per
Recordkeeping

Total Annual
Records

Hours per
Recordkeeper Total Hours

801.421(d) 9,900 162 1,600,000 0.25 400,000

1 There are no capital costs or operating and maintenance costs associated with this collection of information.

In the notice published in the Federal
Register of June 30, 1998,
§ 801.421(a)(1) and (a)(2) were listed as
imposing reporting burdens on the
public. These provisions have been
removed from the burden chart in this
notice. Section 801.421(a)(1) imposes no
reporting requirements on hearing aid
dispensers, but appears to impose a
burden upon patients, who must submit
to the hearing aid dispenser an

evaluation form (or a waiver under
§ 801.421(a)(2)) under this provision
prior to purchasing a hearing aid. This
requirement is exempted from the
definition of information because it
consists of facts obtained from
individuals in connection with direct
treatment of a disorder (5 CFR
1320.3(h)(5)). Section 801.421(a)(2)
requires dispensers to disclose to
patients, prior to selling a hearing aid,

that exercising the waiver of the
evaluation form ‘‘is not in the patient’s
best health interest’’ (801.421(a)(2)(i)).
This disclosure does not constitute a
‘‘collection of information’’ because it is
a ‘‘public disclosure of information
originally supplied by the Federal
Government to the recipient for the
purpose of disclosure to the public’’ (5
CFR 1320.3(c)(2)). Hence, the burden
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hours for these two provisions have
been removed from the chart.

For the § 801.421(b) estimate in Table
1 of this document, FDA assumes that
9,900 hearing aid dispensers will have
162 sales annually (1.6 million sales ,
the current number of annual hearing
aid sales, divided by 9,900 dispensers).
For all such sales, the dispenser must
provide the prospective user a copy of
the user instructional brochure and the
opportunity to read and review the
contents with him/her orally, or in the
predominant method used during the
sale. FDA estimates that this exchange
will involve .30 staff hours.

The § 801.421(c) estimate in Table 1
of this document assumes that 9,900
dispensers (which includes 40 hearing
aid manufacturers/distributors) will
provide copies of the user instructional
brochure to any health care
professional, user, or prospective user
who requests a copy in writing. It is
estimated that five written requests for
copies of the brochures will be received
by each hearing aid manufacturer/
distributor and dispenser annually. It is
estimated that each request for a
brochure will take .17 staff hours to
complete. This effort consists of the
hearing aid manufacturer/distributor or
hearing aid dispenser locating the
appropriate user instructional brochure
for the specific model and mailing the
brochure to the requester.

The § 801.421(d) recordkeeping
estimate in Table 2 of this document
assumes that 9,900 hearing aid
dispensers will each retain 162 records.
Each record documents the dispensing
of a hearing aid to a hearing aid user.
Each recordkeeping entry is estimated to
require 0.25 staff hours.

Dated: October 14, 1998.
William K. Hubbard,
Associate Commissioner for Policy
Coordination.
[FR Doc. 98–28578 Filed 10–23–98; 8:45 am]
BILLING CODE 4160–01–F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Health Resources and Services
Administration

Advisory Council; Notice of Meeting

In accordance with section 10(a) (2) of
the Federal Advisory Committee Act
(Pub. L. 92–463), announcement is
made of the following National
Advisory body scheduled to meet
during the month of November 1998.

Name: National Advisory council on Nurse
Education and Practice.

Date and Time: November, 19, 1998; 8:30
a.m.–5:00 p.m.; November, 20, 1998; 8:30
a.m.–3:00 p.m.

Place: Chesapeake Room, Silver Spring
Holiday Inn, 8777 Georgia Avenue, Silver
Spring, Maryland 20910.

The meeting is open to the public.
Agenda: Updates on and discussion of

Agency, Bureau and Division activities, and
the legislative and budget status of programs;
review of final draft of the clinical nurse
specialist report, Federal Support for the
Preparation of the Clinical Nurse Specialist
Workforce Through Title VIII; and
deliberation of the draft report of a national
agenda for diversity in nursing.

Anyone interested in obtaining a roster of
members, minutes of the meeting, or other
relevant information should write or contact
Ms. Elaine G. Cohen, Executive Secretary,
National Advisory Council on Nurse
Education and Practice, Parklawn Building,
Room 9–35, 5600 Fishers Lane, Rockville,
Maryland 20857, telephone (301) 443–5786.

Agenda items are subject to change as
priorities dictate.

Dated: October 19, 1998.
Jane M. Harrison,
Director, Division of Policy Review and
Coordination.
[FR Doc. 98–28524 Filed 10–23–98; 8:45 am]
BILLING CODE 4160–15–P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Cancer Institute; Notice of
Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of a meeting of the
National Cancer Institute Director’s
Consumer Liaison Group.

The meeting will be open to the
public as indicated below, with
attendance limited to space available.
Individuals who plan to attend and
need special assistance, such as sign
language interpretation or other
reasonable accommodations, should
notify the Contact Person listed below
in advance of the meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in section 55b(c)(6),
Title 5 U.S.C., as amended because the
premature disclosure of discussions
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: National Cancer
Institute Director’s Consumer Liaison Group.

Date: October 26–27, 1998.
Open: October 26, 1998, 9:00 am to 4:00

pm.
Agenda: Confidentiality, Peer Review,

Consumer Advocates, Legislative Update,
Informed Consent, Bypass Budget and other
committee business.

Place: DoubleTree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Closed: October 26, 1998, 4:00 pm to 5:00
pm.

Agenda: To review and evaluate committee
member information of a personal nature
where disclosure would constitute a clearly
unwarranted invasion of personal privacy.

Place: DoubleTree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Open: October 27, 1998, 9:00 am to 2:00
pm.

Agenda: Reports and discussion focusing
on NCI’s activities for Special Populations
and DCLG Members participation in other
NCI advisory committees.

Place: DoubleTree Hotel, 1750 Rockville
Pike, Rockville, MD 20852.

Contact Person: Eleanor Nealon, Director,
Office of Liaison Activities Building 31—
Room 10A16, 9000 Rockville Pike, Rockville,
MD 20892, 301–594–3194.

This notice is being published less than 15
days prior to the meeting due to the timing
limitations imposed by the review and
funding cycle.
(Catalogue of Federal Domestic Assistance
Program Nos. 93.392, Cancer Construction;
93.393, Cancer Cause and Prevention
Research; 93.394, Cancer Detection and
Diagnosis Research; 93.395, Cancer
Treatment Research; 93.396, Cancer Biology
Research; 93.397, Cancer Centers Support;
93.398, Cancer Research Manpower; 93.399,
Cancer Control, National Institutes of Health,
HHS)

Dated: October 20, 1998.
LaVerne Y. Stringfield,
Committee Management Officer, NIH.
[FR Doc. 98–28614 Filed 10–23–98; 8:45 am]
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

National Institutes of Health

National Heart, Lung, and Blood
Institute; Notice of Closed Meeting

Pursuant to section 10(d) of the
Federal Advisory Committee Act, as
amended (5 U.S.C. Appendix 2), notice
is hereby given of the following
meeting.

The meeting will be closed to the
public in accordance with the
provisions set forth in sections
552b(c)(4) and 552b(c)(6), Title 5 U.S.C.,
as amended. The grant applications and
the discussions could disclose
confidential trade secrets or commercial
property such as patentable material,
and personal information concerning
individuals associated with the grant
applications, the disclosure of which
would constitute a clearly unwarranted
invasion of personal privacy.

Name of Committee: Heart, Lung, and
Blood Program Project Review Committee.

Date: December 3, 1998.
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